
4 ~~DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUL 2 1 2006

Pinmied, Inc.
d/o Mr. Neil E. Devine, Jr.
Responsible Third Party Official
Intertek Testing Service NA, Inc.
2307 East Aurora Rd., Unit B37
,Twinsburg, OH 44087

Re: K061977
Trade Name: Pelex-04 Wireless Electrocardiograph with Software Accessories
Regulation Number: 21 CFR 870.2920
Reg~ulation Namre: Telephone Electrocardiograph Transmitter and Receiv er
Regulatory Class: Class II (two)
Product Code: DXH
Dated: July 12, 2006
Receivecd: JulyI 13, 2006

Dear- Mr. Devine:

We have rev iewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
dev ices that have been reclassified in accordance with the provisions of the Federal Food. Drugi.
and C'osmetic Act (Act) that do not require approval of a preniarket approval application (PMA).
Yo u ma. therefore, market the device, subject to the g-eneral controls provisions of the Act.- ~lie
aeneral controls provisions of the Act include requirements for annual registration. listing of
dew ices. good mann facturi ng practice, labeling, and prohibitions agai nst m isbranding and
adulIteration.

I your111 devic isC1 c lassi fied (see above) into either class II (S peciail Controls) or class Ill ( PNMA). it
maw bN e subject to such acid iti onal controls. Ex istin.- maj or reaulations affectin,, your dew ice canl
bec tbund in the Code of Federal Reinilations, Title 2 1. Parts 800 to 898. In addition. FDA maw

pulsh further annou11ccncmets concernuw inc Lourdev'ice in the Federal Reti ster.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing
(21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://,wvw.fda.gov/cdrh/industrv/support/index.ltnil.

Sincerely yours,

Brain D Zuckerman, M.D
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indications for Use

510(k) Number (if known): @4 77
Device Name: Pelex-04 wireless electrocardiograph with software accessories (Personal
Heart Expert software, Pelex Server&Database software, and Pelex Explorer software)

Indications for Use:

1-12 lead electrocardiograph capable of recording and transmitting standard FCGs for
the purpose of cardiac monitoring and diagnosis; the system incorporates recordingz/
transmitting circLitry, a package of firmware and software, and is intended for use h\
a medical protlessional

* The ECG can be recorded and transmitted to a local or remote receiving station for
consultation wxith a medical professional

* T'I le [CG can be recorded and transmitted to a local or remote hand-held de\ ice or a
Personal Computer or a printer for viewing and processing

. \llows patients at Jelotc locations to display and transmit their lICG data to medical
prIoIessioll• via a ~t comImlnictlI o device to a i'reote server
Iitcirled for self-testing I\ patients and 1y healthcare professionals at home and in
medical seilings

Prescription I se. X A)vcr- I -(IOUntCr Ise
(Part 2' (TR Sol Subpart I)) (21 CUR 801 Subpart C)

(Pl SI: D)O NO I WRI I'lI 131I1\V TI tlS LIN'-CON T INUIEI ON AN)I' I IeR PAIGI ()
Nil} ED[!I))

(oncurrcncc ofl('I)RI I. 0Ofice of De vice iIxaluation (01)[)

(Dlv,!bn SIgn-O
Division of Cardiovascular Dovices
510(k) Number 0( 0 j7


